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Memorandum to M essrs, Winokur and Bushonp 



February 24, 1994 


Es: Epidemiological Standards 

This is intended to answer some of the questions put to me at the February 16 
meeting and in a subsequent telephone conversation with David. 


I, Attached for each of you is a copy of the Guidelines for Good Epidemiological 
Practices (GEP). It was drafted in 1989 in the U.S. by a CMA committee. The 
committee naturally consisted chiefly of industrial scientists representing major chemical 
companies. The atta'chment contains a full list. GEP also now has the endorsement of 
the European Chemical Industry Council (CEF1C). 

Their announced,goals are essentially our own: they want to raise the quality of 
studies, to discourage amateur work (that is, work by scientists untrained in the field), to 
facilitate critiques and evaluations of studies, and ultimately to improve the quality of 
public policies premised upon epidemiological results. The GEP Guidelines are intended 
to be analogous to Good Laboratory Practices (GLP) and Good Manufacturing Practices 
(GMP), both of which are expressly now endorsed and required by Community law. 

The GEP Guidelines themselves seem disappointingly vague to me, but Tom 
Borelli or others can better judge their usefulness to us. tfhe key is undoubtedly how 
rihey are interpreted. I recommend that, as we discussed on February 16. Tom or others 
*be asked to give us an assessment. 


2. The Luxembourg conference ("Occupational Epidemiology and Social 
Responsibility," February 21-24) was essentially designed by CEFIC to persuade the 
Commission of the value of GEP. It was conducted in the Commission’s conference 
center and with the support particularly of DG V, It was organized by CEFIC and the 
University of Birmingham’s Institute of Occupational Health. One of our consultants was 
heavily involved. Saracci of (ARC and various Commission people attended and spoke, 
as did someone from, WHO in Rome and senior regulators from several Member States 
and other nations. 


One goal of the conference was to prepare recommendations to the Commission. 
While those recommendations covered several other areas, including the Commission's 
proposals for data protection, they included recommendations that the Commission should 
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endorse and that-the Member Slates should require GEP. This should certainty add to the 
credibility of the GEP Guidelines. 

3. GEP is being pushed in Europe by a number of companies, including 
particularly Monsanto and ICI. The most forceful European spokesman I have seen 
(Monsanto also brought an African to the Luxembourg meeting, who had participated in 
the drafting of the Guidelines) is a Briton named Dr. John Jackson of the Monsanto 
Technical Center in Louvain-la-Neuve, Belgium. He struck me as tough and articulate. 

4. I was informally told that DG V is quite interested in GEP, although reticent 
about proposing new legislation. Subsidiarity is obviously one factor. Nonetheless, there 
seems to be a realistic prospect that they might be persuaded to issue a Commission 
Communication or other policy document. The staff person most directly involved is Dr. 
Marlene De Smedi. DGV/E/2, of the Industrial Medicine and Hygiene Unit, Health and 
Safety Directorate. Unfortunately, she is evidently about to move to a new section in DG 
V. The other relevant person is Ron Haigh, also of the same unit, but I understand that 
he is by nature less open to new Community declarations and legislation. Our consultants 
know Haigh, but l believe that PM-CS also does. 

I hope that this answers some of your questions. I know of course.Lhal we owe 
you more regarding other issues. 


Charles Lister 
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